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Determination of related substances in Cefamandole Nafate for Injection by HPLC
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Abstract: Objective To establish an HPLC method for determination of related substances in Cefamandole Nafate for injection.
Methods HPLC method was adopted. The determination was performed on Phenomenex C,g (2) column (250 mm X 4.6 mm, 5 pm),
mobile phase was 1% triethylamine solution (phosphoric acid adjusted pH to 2.5) - acetonitrile (76 : 24) at a flow rate of 1.5 mL/min.
The detection wavelength was set at 254 nm, the column temperature was at 40 ‘C, and the injection volume was 20 pL. Impurity D
was determined by external standard method, and impurity A, E, and C were determined by principal component self control method
with correction factor. Results Impurity D was the main degradation products, the quantitative limits was 0.01%, and there had good
linearity in the ranges of 0.02 — 0.20 pg/mL. The correction factors of impurity A, E and C were 1.14, 1.25, and 1.14, respectively, and
the detection limits were 0.004%, 0.02%, and 0.04%, respectively. Conclusion Impurity D, A, E, and C should be adopted into the
quality standard as specific impurities which can better control the related substances in Cefamandole Nafate for injection.
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Fig. 1 Chemical structures of related substances
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Table 1 Results of related substances in Cefamandole Nafate for injection from different manufacturer

R I D% AR A% 3=J% B/% )51 C/% HAbI KBTI %  FRIFZ T Y%
5 il 0.24 0.11 0.05 0.10 0.06 0.73
TN 4 0.23 0.15 0.05 — 0.10 0.97
I 0.07 0.31 — 0.04 0.06 0.48
A 24 0.60 0.11 — — 0.07 0.88
Jk} 0.05 0.12 0.07 0.08 0.05 0.54
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Table 1 Linear equation and correlation coefficient
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